
Safety Reports
OTC NSAID: Naproxen

Introductory Statement
The source of these reports are primarily from the FDA's Adverse
Event Reporting System (AERS) and/or the published medical
literature. AERS is a spontaneous, voluntary surveillance system.
Reports are voluntarily reported by health care professionals and
consumers to either the FDA directly or to the manufacturer. The
manufacturer is required to submit these reports to the Agency for
products with an NDA.

GI bleeding Related to Naproxen
All Case Reports Submitted on GI Bleeding reported in association
with OTC Naproxen (89) reported for January 1998 - December
2001.
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